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to the Claims- 

Please cancel claims 1-39 without prejudice. 
Please add new claims 4(K90. 

1-39 (canceled). 

40. (New) A stable composition for a benzin.ida.oIe derivative, the composition 
comprising; 

(a) a substrate, said substrate featuring the benzimidazole 
derivative; and 

a homogenous layer of enteric coating material layered directly 
over said substrate, said enteric coating material having apH 
value of at least about 6.5, thereby obviating the need for an 
intermediate layer between said substrate and said enteric 
coating, with the proviso that said enteric coating material does 
not include HPMCP (hydroxypropyl methylcellulose 
phthalate). 
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(b) 



41 . (New) The composition of claim 40, wherein said substrate is an active core 
for containing the benzimidazole derivative. 

42. (New) The composition of claim 41, wherein said active core is selected from 
the group consisting of a pellet, a bead and a tablet 

43. (New) The composition of claim 41, wherein said active core is a tablet 
formed by compression. 

44. (New) The composition of claim 40, wherein said substrate features: 

(i) a neutral core; and 

(ii) an active coating containing the benzimidazole derivative, said 
active coating being layered over said neutral core; 

such that the composition is in a form of a pellet. 
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least one polymer. 



compnses hydroxypropylceUulose. 

47. (New) The composition of claim 45, wherein said at least one polymer 
comprises hydroxypropyl methylceUulose. 



48. (New) A stable composition for a benzimidazole derivative, the composition 
comprising: 

(a) a substrate, said substrate featuring the benzimidazole 
derivative; and 

(b) an enteric coatingmaterial layered directiy over said substrate, said enteric 
coating material having a pH value of at least about 6.5. thereby obviating the need for an 
intermediate layer between said substrate and said enteric coating, wherein said enteric 
coating material includes a combination of hydroxypropyl methylceUulose phthalate 
(HPMCP) and at least one other enteric coating polymer. 

49. (New) The composition of claim 45, wherein said active coating includes a 
basic stabilizing material. 

50. (New) Tlie composition of claim 49, wherein said basic stabihzing material 
mcludes at least one of sodium steawte and arginine. 

51. (New) The composition of claim 40, wherein said substrate includes a basic 
stabilizing material. 

52. (New) TTic composition of claim 51. wherein said basic stabilizing material 
includes at least one of sodium stearate, arginine, magnesium carbonate and sodium 
hydrogen carbonate. 
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cow™ ^^^^ ^ . 

acid ethyl methacrylate. i~'yraeinacryiic 

55. (New)Thecompositionofclain,54,whereinsaidentericcoatingmat^^^ 
a^rt^er con.pn.es analkaiineco.^^^^ 

alkaline compound to said enteric material. 

56 (New)Thecompositionofclaim55.wh«^nsaidalkalinecompou^^ 
inorganic alkalme compound. 

57. (New) The composition of claim 56. wherein said alkaline compound is 
selected from the group consisting of basic sodium, potassium and ammonium hydroxide. 

58. (New) The composition of claim 57, wherein said enteric coating material is 
at least about 60O/O neutralized by adding said alkaline compound. 

atleastSOo/ '^^'"^r'^'^''''''^^^^^^ 

at least 80% neutralized by adding said alkaline compound. 

^. <New)TT.ecompositionofclaim58,whereinsaidentericcoatingmaterialis 
atleastaboutPSo/^neutralizedbyaddingsaidalkalinecompound. 

61. (New) The composition ofdaim 55. wherein said pH value is in a range of 
from about 7 to about 1 0. ^ 
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(New) The composition of claim 55. wherein said enteric coating material 
fimher comprises aplasticizer. ^ 

63. (New)Thecompositionofclaim62.whcreinsaidplasticizerisselectedfix>m 
thegrpupconsi^i^ofacitricacidesterandaphthalicacideste.. 

elected from the group consisting ofOmeprazole.Pantoprazole. 1^0^^^^^^ 
1-nmoprazole.Pe^azole.I^eprazole.andphamuceuticalJy^^^^^^ 

65. (New)AstabIecox„positio„forabenzinridazolederivative,thecomposition 
consisting essentially of: composition 

(a) a substrate, said substrate featuring the benzimidazole 
derivative; and 

(b) an enteric coating material layered over said substrate, said 
enteric coating material having apH value of at least about 6.5 
by an alkaline compound, such that said pH value is adjusted 
by adding said alkaline compound to said enteric material. 

66. (New) THe composition ofclaim 65. whe^in said substmte is an active co« 
for contaming the benzimidazole derivative. 

67. (New) The composition of claim 66, wherein said active core is selected from 

the group consistingofapelHabeadandatablet, said active core beingfon^cd by 
embedding tlie benzimidazole derivative in poloxamer. 

68. (New) Tl,e composition ofclaim 66. wherein said active core is a tablet 
lormed by compression. 

69. (New) The composition of claim 65. wherein said substrate feature..- 

(i) a neutral core; and 

(ii) an active coating containing the benzimidazole derivative, said 
active coaling being layered over said neutral core. 



I 
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70. (New) n,e composition of claim 69, wherein said active 
coating includes at least one polymer. 

71 (New)T1iecompositionofclaim70,wher«i„saidatIeastonepoIymer 
composes hydi^xypropyl methylcellulosj ^ 

72. (New) TT,, composition of claim 70, wherein said active coating includes a 
combmat.o„ofhydroxypropylmethyIcellulose(HPMC)andhyd.x^^^^^ 

73. (New) nie composition of claim 69, wherein said enteric coating material 
mcludes at least one enteric material selected from the group consisting of hydrox^propyl 
methylcellulosephthalate. hydroxjpropyl methylcelMose acetate succinate, polyvinyl 
acetate phthalatc. cellulose acetate phthalate. cellulose acetate trimellitale. polymethacn'lic 
acid methyl methacrylate and polymethacrylic acid ethyl methacrylate. 

74. (New) The composition of claim 73, wherdn said alkaline compound is an 
inorganic alkaline salt compound. 



75. (New) The composition of claim 73, wherein said alkaline compound is 
selected from the group consisting of basic sodium, potassium or ammonium hydroxide. 

76. (New) The composition of claim 75, wherein said enteric coating material 
at least about 60 % neutralized by adding said alkaline compound. 

77. (New) The composition of claim 76, wherein said enteric coating material 
at least about 80 % neutralized by adding said alkaline compound. 
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78. (New) The composition of claim 77, wherdn said enteric coating material is 
at least about 95 % neutralized by adding said alkaline compound. 

79. (New) TTie composition of claim 73, wherein said pH value is in a range of 
from about 7 to about 10, 
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80. (New) TTiecoinpositionofcIaim 73. Wherein said emeric coating nia^^^^^ 
ftirthercompnsesaplasticizer. 

81- (New)Theco«positionofcIaini80.whereinsaidplasticizerisselectedfrorn 
the group consisting of a citric acid ester and a phthalic add ester. 

f ^> ^« ^^'"l^^tio^ of claim 64, wherein the benzimidazole derivative is 
selected from the group consisting of Omeprazole, Pantoprazole, Lansoprazole 
Leminoprazole. PeT,razoIe. Rabepnizole. and pharmaceutically acceptable salt^ thereof. 

83. (New)AmethodforpfoducingastabIecompositionforabenzimidazole 
denvative, the method comprising the steps of: 

(a) forming a substrate with the benzimidazole derivative; 

(b) preparing an enteric coating material having a pH value of at 
least about 6.5; and 

(c) layering said enteric coating material directly over said 
substrate, with the proviso that said enteric coating material 
does not include HPMCP (hydroxypropyl methylcellulose 
phthalate). 

84. (New) The method of claim 83, wherein said substrate is formed by melting 
poloxamer and by mixing the benzimidazole derivative into said poloxamer. 

85. (New) H,e method of claim 83, wherein said substrate is fonned by direct 
compression. 

86. (New) TTie method of claim 83, wherein said substrate is foi«,ed by wet 
granulatioa 

87. (New) The m^od of claim 83, wherein said substrate is fonned by coating 
on an inert core. 
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88. (New) The method of claim 83 wher«n « -a ■ 
prepared by the steps of: '^^^"S -"^t^rial is 

0) 2^'"^--eHci„ateriaI^^.,ertofonna„iixture;a^^ 
<") ^^-^-a,I.a,i„eco.poundtosaid„ii.n.etofo™a„ 
aqueous solution having a pH value of «• u 

^ of from about 7 to about 

W """K^'IWfae compound 10 said mixtetofbm,. 

'«vtasa,Hva,.of*o„..,«,,^::;;*'""'""'— 



90. 
isin 
(a) 

(b) 



90. (^^^>AstabJecompositionforabenzimidazolederivativethe 
comprising: aenvative, the composition 

a substrate, said substrate featuring the benzimidazole 

derivative; and 

-j^eho„oge„„„,.^„f^^^^_^^^^ 
-b»«. «id e,«c co,«„^ p^vi. said «... „a..g 



